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E.O. 11652: N/A 

TAGS: OGEN, ETRD, EIND, TBIO, XB, XF,XG, XU 

SUBJECT: FDA ADVISORY - POTENTIAL FOR FAILURE OF 

MEDICAL DEVICE! "RECALL" T-II8-7) 

1 . FDA ADVISES OF THE FOLLOWING "RECALL": 

PRODUCT INVOLVED: 

"BENNETT MODEL AO-1 AIR-OXYGEN MIXER”. PRODUCT IS USED 
TO DELIVER A SPECIFIED AIR/OXYGEN MIXTURE (FROM 21-100 
PERCENT OXYGEN). 

PRODUCT IDENTIFICATION: 

THE PRODUCT IS LABELED: "BENNETT AO-1 AIR-OXYGEN MIXTURE". 

MANUFACTURER: BENNETT RESPIRATORY PRODUCTS, INC., SANTA 
MONICA, CALIFORNIA. 

RECALLING FIRM: PURITAN-BENNETT CORPORATION, OAK AT 13TH 
STREET, KANSAS CITY, MISSOURI 64106. 

2. REASON FOR RECALL RECOMMENDATION: 

UNCLASSIFIED 
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THE FIRM'S OPERATING INSTRUCTIONS FOR THIS PRODUCT STATE 
"CAUTION: WET COMPRESSED AIR MAY DAMAGE THE MIXER". IF 
MOISTURE DAMAGE OCCURS, SOME OF THE FIRM’S ORIGINAL "AIR 
REGULATOR SEAT MECHANISMS" JUST INSIDE THE AIR INTAKE 
POINT HAVE FAILED, THUS ALLOWING AIR TO FLOW INTO THE 
OXYGEN SIDE OF THE MIXER. THIS COULD RESULT IN A PATIENT 
(INCLUDING INFANTS IN INCUBATORS) GETTING A REDUCED AMOUNT 
OF OXYGEN (OTHER THAN THAT INDICATED ON THE MIXER). THUS, 

A PATIENT COULD POTENTIALLY GET STRAIGHT AIR AND NO 
OXYGEN (OTHER THAN THAT NORMALLY IN AIR). 

3. POSTS ARE REQUESTED TO CONTACT FOREIGN CONSIGNEES 
TO DETERMINE IF THEY HAVE RECEIVED THE FIRM S LETTER 
DATED 25 APRIL. 1977 WHICH IN ADDITION TO DEFINING THE 
PROBLEM SUMMARIZES A VARIETY OF INSTRUCTIONS WHICH USERS 
SHOULD ADHERE TO PRIOR TO UTILIZING THIS DEVICE. ANY 
QUESTIONS CONSIGNEES MAY HAVE REGARDING THIS ADVISORY 
SHOULD BE DIRECTED TO MR. J. J. WATERS, VICE PRESIDENT, 
REGULATORY AFFAIRS, PURITAN-BENNETT CORPORATION, KANSAS 
CITY, MO 64106. 
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4. FOREIGN CONSIGNEES AS FOLLOWS: 

ING. RUEGGE AG 
AUSTRASSE 19 
CH-5430 WETTINGEN 
SWITZERLAND 

SIMONSEN AND WEELS 
EFTF A/S 
14 ROSKILDEVEJ 
ALBERTSLUND, DENMARK 

SIMONSEN AND WEEL LTD 
HATHERLY HOUSE 
UNCLASSIFIED 
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HATHERLY ROAD 
SIDCUP DA14 4BR 
KENT, U.K. 

STOPLER INSTRUMENTEN AND 
APPARATEN N.V. 

P O BOX 2445 
UTRECHT. HOLLAND 

TAREQ SCIENTIFIC BUREAU 
P O BOX 463 
AMMAN, JORDAN 

ESTABLECIMIENTOS 
MEXICANOS COLLIERE SA 
APARTADO NO. 1 14 BIS 
MEXICO 22, D.F. 

INSTITUTO ROOSEVELT 
APTDO AEREO 35 35 
BOTOTA, COLOMBIA 

SOCIEDADE COMERCIAL PRO 
MEDICO LTDA 
RUA ITAPIRU 1292 
RIO DE JANEIRO, BRAZIL 

AMCO INCORPORATED 
8-7-4-CHOME IIDABASHI 
CHIYODA-KU 
TOKYO, JAPAN 

MEDISHIELD DIVISION 
UNCLASSIFIED 
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COMMONWEALTH INDUSTRIAL GASES 
P O BOX 81 BUNDOORA 
SETTLEMENT RD BUNDOORA 
VIC AUSTRALIA 3083 

NEW ZEALAND INDUSTRIAL 
GASES LTD 
P O BOX 30-337 

LOWER HUTT, NEW ZEALAND 

SINGAPORE OXYGEN AIR 
LIQUIDE PTE LTD 
P O BOX 241 

16 JALAN BUROH JURONG 
SINGAPORE 22 

AUSTURBAKKI H F 
POBOX 1282 
REYKJAVIK, ICELAND 


PHARMACEUTICAL CO. LTD. MOHSEN SHALTCHILAR AND BROS.CO. 
OMONIA SQUARE NORTH VILLA AVE 

ATHENS, GREECE NO. 130 

COMESA 
SPITALGASSE 
VIENNA IX AUSTRIA 

COMESA S.P.A. 

VIA FOGAZZARO 36 
20135 MILAN 
ITALY 

COMPAGNIE FRANCAISE DE 
PRODUITS OXYGENES 
UNCLASSIFIED 
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154 RUE DE L UNIVERSITE 
75007 PARIS FRANCE 

KAZIM DEDEOGLU 
SIRKECI DOGUBANK 
IS HANIN.D. 113 
ISTANBUL, TURKEY 
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CARL A. HOYER 
PARIALLEE 44 
28 BREMEN 1 . GERMANY 

INSTRUMENT ARIUM OY 
PL 357 

00101 HELSINKI 10 
FINLAND 

LANDSTIGENS 
INKIPSCENTRAL 
S-171 83 SOLNA 
STOCKHOLM, SWEDEN 

MEDICINA Y ODONTOLOGIA 
JOAQUIN GARCIA MORATO 
133-TRIP 

MADRID 3, SPAIN 

MINISTRY OF HEALTH SUPPLY DIV. 
STATE OF ISRAEL 
P O B 7094 

TEL-AVIV, ISRAEL VANCE 
UNCLASSIFIED 
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